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— The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 GFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 10 November 2010 . 
2a)^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^3 Claim(s) 7-11 and 29-36 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) IEI Claim(s) 7-11 and 29-36 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)DAII b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) ^ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 
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DETAILED ACTION 

1 . This action is in response to the papers filed November 1 0, 201 0. Currently, 
claims 7-1 1 , 29-36 are pending. 

2. All arguments have been thoroughly reviewed but are deemed non-persuasive 
for the reasons which follow. This action is made FINAL. 

3. Any objections and rejections not reiterated below are hereby withdrawn . 

Maintained Rejections 
Election/Restrictions 

4. Applicant's election without traverse of Group IV, claims drawn to immunological 
kits in the paper filed March 1 , 2010 is acknowledged. Applicants request rejoinder of 
the claims 8-1 1 in the event Claim 13-14 become allowable. The restriction 
requirement between the immunological kits and the nucleic acid kits has been 
withdrawn in view of the art cited. 

Claims 1 , 15-28 are withdrawn from further consideration pursuant to 37 CFR 
1 .142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement. 

The requirement is still deemed proper and is therefore made FINAL. 

This application contains claims 1 and 15-28 are drawn to an invention 
nonelected in the paper filed March 1 , 2010. A complete reply to the final rejection must 
include cancellation of nonelected claims or other appropriate action (37 CFR 1 .144) 
See MPEP § 821.01. 
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Information Disclosure Statement 

5. The information disclosure statement filed September 29, 2009 fails to comply 
with 37 CFR 1 .98(a)(2), which requires a legible copy of each cited foreign patent 
document; each non-patent literature publication or that portion which caused it to be 
listed; and all other information or that portion which caused it to be listed. It has been 
placed in the application file, but the information referred to therein has not been 
considered. 

a. The IDS states that the references were filed in application 1 0/748,1 77. 
However, the '177 application is not related to the instant application by a claim 
of benefit under 35 U.S.C. 120. Therefore, copies of the documents must be 
filed in the instant application. 

Priority 

6. This application claims is a national stage application of PCT IL 04/01 006, filed 
November 3, 2004. 

The benefit claim filed on November 10, 2010 was not entered because the 
required reference was not timely filed within the time period set forth in 37 CFR 
1 .78(a)(2) or (a)(5). If the application is an application filed under 35 U.S.C. 1 1 1 (a) on 
or after November 29, 2000, the reference to the prior application must be submitted 
during the pendency of the application and within the later of four months from the 
actual filing date of the application or sixteen months from the filing date of the prior 
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application. If the application is a nonprovisional application which entered the national 
stage from an international application filed on or after November 29, 2000, after 
compliance with 35 U.S.C. 371 , the reference to the prior application must be made 
during the pendency of the application and within the later of four months from the date 
on which the national stage commenced under 35 U.S.C. 371 (b) or (f) or sixteen 
months from the filing date of the prior application. See 37 CFR 1 . 78(a)(2)(H) and 
(a)(5)(ii). If applicant desires the benefit under 35 U.S.C. 1 20 and 1 1 9(e) based upon a 
previously filed application, applicant must file a petition for an unintentionally delayed 
benefit claim under 37 CFR 1 .78(a)(3) or (a)(6). The petition must be accompanied by: 
(1 ) the reference required by 35 U.S.C. 1 20 or 1 1 9(e) and 37 CFR 1 .78(a)(2) or (a)(5) to 
the prior application (unless previously submitted); (2) a surcharge under 37 CFR 
1 .1 7(t); and (3) a statement that the entire delay between the date the claim was due 
under 37 CFR 1 .78(a)(2) or (a)(5) and the date the claim was filed was unintentional. 
The Director may require additional information where there is a question whether the 
delay was unintentional. The petition should be addressed to: Mail Stop Petition, 
Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450. 

Drawings 

7. The drawings are acceptable. 
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Claim Objections 

8. Claims 33, 35 are objected to because of the following informalities: the claim 
recites two "comprising". It appears that one of the "comprising" is duplicative. 
Appropriate correction is required. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 



9. Newly amended Claims 7-1 1 , 29-36 are rejected under 35 U.S.C. 1 02(a) and (e) 
as being anticipated by Levy (US 6,613,519, September 2, 2003). 

A recitation of the intended use of the claimed invention must result in a 



structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art. If the prior art structure is 
capable of performing the intended use, then it meets the claim. With regard to the 
limitation that the kits contain instructions, the inclusion of instructions is not considered 
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to provide a patentable limitation on the claims because the instructions merely 
represent a statement of intended use in the form of instructions in a kit. See In re Ngai , 
367 F.3d 1336, 70 U.S.P.Q.2d 1862 (Fed. Cir. 2004)(holding that an inventor could not 
patent known kits by simply attaching new set of instructions to that product). Here, 
reagents for determining a haptoglobin phenotype meets this. 

Levy teaches kit for evaluating a risk of a diabetic patient to develop 
cardiovascular disease (CVD). The kit comprises packaged reagents for determining a 
haptoglobin phenotype of the diabetic patient. Levy specifically outlines the 
haptoglobin phenotyping protocol in Col. 17. Levy teaches methods using nucleic acids 
including ASO probes, PCR, CPR, DGGE/TGGE (limitations of Claims 7-1 1 ). 
Moreover, Levy teaches immunological detection methods such as ELISA and FACS 
(col. 14). Levy teaches using antibody and antibody binding. Thus, Levy specifically 
teaches packaging reagents for determining a haptoglobin phenotype in a kit. 
Response to Arguments 

The response traverses the rejection. The response asserts that the change in 
claim to priority to 6,613,519 renders the rejection moot. This argument has been 
considered but is not convincing because the change in priority is untimely and the 
required petition has not been filed. Thus for the reasons above and those already of 
record, the rejection is maintained. 



1 0. Newly added Claims 30-36 are rejected under 35 U.S.C. 1 02(b) as being 
anticipated by DeLanghe (WO 9837419, August 27, 1998). 
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A recitation of the intended use of the claimed invention must result in a 
structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art. If the prior art structure is 
capable of performing the intended use, then it meets the claim. With regard to the 
limitation that the kits contain instructions, the inclusion of instructions is not considered 
to provide a patentable limitation on the claims because the instructions merely 
represent a statement of intended use in the form of instructions in a kit. See In re Ngai . 
367 F.3d 1336, 70 U.S.P.Q.2d 1862 (Fed. Cir. 2004)(holding that an inventor could not 
patent known kits by simply attaching new set of instructions to that product). Here, 
reagents for determining a haptoglobin phenotype meets this. 

Delanghe teaches a method and kit for determining a haptoglobin phenotype and 
specifically relates to applications involving human haptoglobin. Delanghe teaches that 
the antibody has different binding on the haptogobin phenotypes (page 5, les 7-9). 
Delanghe continues to teach that an antibody which specifically binds the alpha 2 chain 
of a haptoglobin of phenotype HP2-1 or HP 2-2 but not an alphal chain is 
contemplated. Delanghe specifically teaches that suitable epitopes for making selective 
antibodies can be selected from within the sequence that differs between the alpha 1 
and 2 chains (pages 5-6). Delanghe in fact teaches a kit for determining the phenotype 
of a haptoglobin comprising a binding partner (see Claim 20). 

Thus, DeLanghe specifically teaches packaging reagents for determining a 
haptoglobin phenotype in a kit. 
Response to Arguments 
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The response traverses the rejection. The response asserts that 
Delanghe does not teach nucleic acid based methods. The response also asserts that 
Delanghe focuses on a method employing the T4 antigen of the bacterium 
Streptococcus pyogenes that comprises a haptoglobin binding site. This argument has 
been considered but is not convincing because the claims do not exclude the antibodies 
taught by Delanghe. Delanghe teaches antibodies that differ between the alpha 1 and 2 
chains. The teachings are not limited to the T4 antigen. A reference may be used for 
all that it teaches. Thus for the reasons above and those already of record, the 
rejection is maintained. 

1 1 . Newly added Claims 33-34 are rejected under 35 U.S.C. 1 02(b) as being 
anticipated by Fodor (US Publication 2001/0053519, December 20, 2001). 

A recitation of the intended use of the claimed invention must result in a 
structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art. If the prior art structure is 
capable of performing the intended use, then it meets the claim. With regard to the 
limitation that the kits contain instructions, the inclusion of instructions is not considered 
to provide a patentable limitation on the claims because the instructions merely 
represent a statement of intended use in the form of instructions in a kit. See In re Ngai , 
367 F.3d 1336, 70 U.S.P.Q.2d 1862 (Fed. Cir. 2004)(holding that an inventor could not 
patent known kits by simply attaching new set of instructions to that product). Here, 
reagents for determining a haptoglobin phenotype meets this. 
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Fodor teaches analysis using a 10-mer array (Example 2, col. 22). Figures 2-5 
show results from the hybridization of a sample of DNA to an array containing all 
possible 1 0-mers which was manufactured using photolithography techniques on an 
array. Therefore, the 1 0-mer array is a package of reagents that may be used for the 
intended use of determining the haptoglobin genotype. 



Conclusion 

12. No claims allowable. 

1 3. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .1 36(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

1 4. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to examiner Jeanine Goldberg whose telephone number is 
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(571) 272-0743. The examiner can normally be reached Monday-Friday from 7:00 a.m. 
to 4:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, David Nguyen, can be reached on {571)272-0731. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

The Central Fax Number for official correspondence is (571) 273-8300. 



/Jeanine Goldberg/ 
Primary Examiner 

January 3, 201 1 



